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RHIWi 3ftT itffclH 

(wrawfironT) 

4ft*TGR 1996 

TITo Wo fto 552 ( 3T ),—3fafa 3fR 3TCn«R WF# IWT, 1945 3fR W# % f#* f^TRt q-W TTO, 

aM^aftTTTOmWTRTft 3rf*#W, 1940 (1940^23) ^ qTO 12 3fa «TRI 33 3 WStflftiRT, W^UW, 3^*1104, RTF II,3SS3, 
d'ltSf-S (i), flidQ 9 SET# 1994 Wt qR.fl 3ftr hRc(K i u i RWoWI ( wit* 2 ! 'f^’Hi'i) Rfo 41T° WTo f^o 

616(31), fJTfof 9 SETOT, 1994 SET JERlftld DfTqT Wn m, ^ W# *MRkl4f t, ^ TTCTf^ ^ 

sifa^Rt $ wra Rfirai ^srw *f) wro 

aftrww wra^Trf^^HflTWt 8 - 11-1994 *ff; 

aftr ^RT RT^R f 5 ETRf IK ^FETT ^ RTO 3R^ 3jfk ^l«if *R ^RRIKT f^TRR f%WT T RT t; 

3RT:, 3R, 4>dflq W4»R, aftqftf 3fR3RTRR RfFTlft 3TferfqqH ; <st qKT12 sfa VKT 33 gRT iHW afaffr 

wft^^nEWK^^WRf%RT^RI, aftqfa 3fRTram WElftfETO, 1945 ^ 3flT '3i# % ffrq; fdRfclftild ftPFT^HEftt, 
3T«rf?T: — 

1. (1) Tpf pEFit ^FTtTftjRfTm 3% RRER WTRTft 3tf¥wiE (^RT W?ft«R) PERT, 1996 11 

(2) ^ WR^^%3R^^7rf^^3rfd^l 

2. 3?tafa 4k 1RTER WTtft pRFT, 1945 3, NPW 49 % % 4T4Tf[ ftHfafeTd NTR^fi ^fr5T WORTI, 3T«lf^:— 

anfaT % if st^eji ^PwqT q?t ^ is 3 Erj^l 1993^?1 7 it^[%'^ 

MWf%^3ftg4d1^qqq; i 
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tenTUI ; W*FT Vmt 1945, 1-5-79 cW W 3 afr( ^ff^TR Wl 11 ! (^TTW 

ftRi) arf^maflTfVrJT, ('ft ^.^t.i^.t^.-6i ) 

ftRTf'3 rr^-rjir rt-ii (3)(i) *f jjrRr ftHfaftw srt Rftfftr ftR r f .— 

1. R. R ft. 1241, Tllftsf 6-10-1979 42. TIT. R ft. 443 (34), ftfaST 12-4-1989 (ijfcR) 


2 . r r. ft. 1242 , nifter 6 - 10-1979 

3. R. R. ft. 1243, fnftw 6-10-1979 

4 . r r ft. 1281 , TTTfftr 12 - 10-1979 

5. R. R ft. 430, HRftr 19-4-1980 

6. R R. ft. 779, RfaST 26-7-1980 

7. R R ft. 540(34), ftfftj 22-9-1980 

8. r. r ft. 680 ( 34 ), Rfftt 5 - 12-1980 

9. R. R. ft. 681(34), TTTfaST 5-12-1980 

10. R. R ft. 682(34), cfT^RST 5-12-1980 

11. R. R ft. 27(34), RdlS 17-1-1981 

12. R. R ft. 478(34), cTT^ftST 6-8-1981 

13. r r. ft. 62 ( 34 ), rnftsr 5 - 2-1982 

14. R R. ft. 462(34), TITft® 22-6-1982 

15. R R ft. 510(34), RftT 26-7-1982 

16. R R ft. 13(34), TTRt® 7-1-1983 

17. R R ft. 318(34), TnfftsT 1-5-1984 

18. R R. ft. 331 (34), 8-5-1984 

19. R R. ft. 460(34), cTRter 20-6-1984 

20. R R. ft. 487(34), TTTft® 2-7-1984 

21. R R. ft. 89(34), RRftST 16-2-1985 

22. R R. ft. 788(34), TTlfftST 10-10-1985 

23. R R. ft. 17(34), differ 7-1-1986 

24. R. R. ft. 1049(34), RTfa 29-8-1986 

25. R R. ft. 1060(34), 4Tftl3 5-9-1986 

26. RR. ft. 1115(34), Rfte 30-9-1986 

27. R R. ft. 71(34), Trrfter 30-1-1987 

28. R R. ft. 570(34), cftta 12-6-1987 

29. R R ft. 626(34), Tuft® 2-7-1987 

30. R R. ft, 792 (34), Rfof 17-9-1987 

31. R R. ft, 371 (34), cTKte 24-3-1988 

32. R R ft. 675 (34), TfiftST 2-6-1988 

33. R R ft. 676 (34), 2-6-1988 

34. R R. ft. 677 (34), Hit® 2-6-1988 

35. R R ft. 681 (34), cfTftST 6-6-1988 

36. R R ft. 735 (34), 44Tftl5 24-6-1988 

37. R R ft. 813 (34), Hlft® 27-7-1988 

38. R R ft. 944 (34), cffft® 21-9-1988 (TJffcR) 

39. R R ft. 43 (34), Rfftf 20-1-1989 (^7434) 

40. R R ft. 44 (34), Rftf 20-1-1989 (ifeR) 

41. R R ft. 100 ( 34), cftftt 14-2-1989 0$iR) 


43. 

*TT. 

TT. 

ft. 

588 

(34), TTrtftf 12- 

-4-1989 (ifeT*) 

44. 


^T. 

ft. 

691 

(34), RftT 11- 

"7-1989 

45. 

m 

W\. 

ft. 

784 

(34), Rftf 28- 

-8-1989 

46. 


^T. 

ft. 

16 (34), cftftf 10- 

1-1990 

47. 

*TT. 


ft. 

731 

(34), 7(1^45 23 

-8-1990 

48. 

*TT. 

^r. 

ft. 

865 

(34), 25' 

-10-1990 

49. 

ST. 

^T. 

ft. 

11 (34), rTlfftST 7-1 

1-1991 

50. 

m 

^FL 

ft. 

223 

(34), crftftsr i9- 

-4-1991 

51. 

m 

*FT. 

ft. 

246 

(34), Rftt 1- 

5-1991 

52. 

m 

^r. 

ft. 

301 

(3f), RftT7-i 

6-1991 

53. 

m 

^T. 

ft. 

302 

(34), 7-! 

6-1991 

54. 


^T. 

ft. 

491 

(34), Rftf 25 

-7-1991 

55. 

m 

^T, 

ft. 

495 

(34), cITTft^ 25 

-7-1991 

56. 

m 

^1. 

ft. 

532 

(34), rtrfftS 14- 

-8-1991 

57. 

m 

^T. 

ft. 

626 

(34), RhST 14- 

-10-1991 

58, 

TTT, 


ft. 

668 

(34), 44ltt4S 7- 

11-1991 

59. 

TTT, 

^T. 

ft. 

730 

(34), Tirfter 10- 

-12-1991 

60. 

TTL 

^1. 

ft. 

59 (34), ?nt43 22- 

1-1992 

61. 



ft. 

305 

(34), RftST 4-^ 

3-1992 

62. 

■ht. 

^FT. 

ft. 

445 

(34), TfttlS 30- 

-4-1992 

63. 



ft. 

597 

(34), Rta 17- 

-6-1992 

64. 

m 

m 

ft. 

663 

(34), frrfftar 3- 

7-1992 

65. 

m 


ft. 

723 

(34), Tmffts ir 

-8-1992 

66. 

TTT. 

^T. 

ft. 

796 

(34), Rfor 1- 

10-1992 

67. 



ft. 

877 

(34), RftsT 17' 

-11-1992 

68. 

m 


ft. 

904 

(3FT), Rfftsr 2- 

12-1992 

69. 

TfT, 


ft. 

923 

(34), cTRftT 14- 

-12-1993 

70. 


TFT* 

ft. 

27 (34), 4lrtftr22- 

1-1993 (Vlf^TH) 

71. 


^rr. 

ft. 

28 (34), ITftUT 22- 

1-1993 , 

72. 


*FT. 

ft. 

86 (3T), RfaS 26- 

2-1993 

73, 

TTT. 


ft. 

296 

(34), RfftST 24 

-3-1993 

74. 


?FT, 

ft. 

373 

(34), urtftr 13 

-4-1993 (^feR) 

75. 

TTT. 

^T. 

ft. 

374 

(34), Tirtftr 13 

-4-1993 C?lfeR) 

76. 

TTT. 


ft, 

447 

(34), urtftf 10 

-6-1993 (1^R4) 

77. 

TfT. 

^T. 

ft, 

658 

(34), 4lrtt43M9 

-10-1993 

78. 

m 

^T. 

ft. 

673 

(34),4ftftT27 

-10-1993 

79* 

m 

^T. 

ft. 

108 

(34), Rfftf22 

-2-1994 

80. 


^T. 

ft. 

109 

(34), Rfa3T22 

-2-1994 

81. 


TFT. 

ft. 

370 

(34), -mft3r7- 

4-1994 
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82, 

HT. HU. fa. 466 (30, Hlfas 17-5-1994 

96, 

HI. HIT. fa. 554 (31), ifafaf 20-7-1995 

83* 

HI. HU. fa. 615 (31), urtfar 9-8-1994 

97* 

HT. HU. fa. 697 (31), Hlfam 26-10-1995 

84. 

HI. HU. fa. 659 (H), Hrffar 31-8-1994 

98. 

HT. HU. fa. 20 (31), Hlfas 11-1-1996 

85. 

HT. HU. fa. 676 (31), UTlfal 6-9-1994 

99. 

HI. HU. fa. 21 (31), TTTffasr 11-1-1996 

86 * 

HI. HU. fa. 811 (31), -mfaH 14-11-1994 

100 * 

HI. HU. fa. 89 (31), ifafat 14-2-1996 

87* 

HI. HU. fa. 812 (31), HKfal 14-11-1994 

101 * 

HT. HU. fa. 119 (31), HrffaT 11-3-1996 

88 . 

HI. HU. fa. 850 (31), ■fllfatS 7-12-1994 

102 . 

HT. HU. fa. 122 (31), Hrtfaf 11-3-1996 (^falH) 

89, 

HI. v*T. fa. 55 (31), ifafar 7-2-1995 OjfeTO) 

103* 

HT. HU. fa. 184 (31), HTfaS 12-4-1996 (^faUH) 

90, 

HT. HU. fa. 59 (31), UlfllH 7-2-1995 

104. 

HT. HU. fa. 231 (31), Urffal 4-6-1996 

91, 

HT. HU. fa. 93 (31), ifafar 24-2-1995 

105- 

HT. HU. fa. 245 (31), HrftlH 17-6-1996 

92. 

HT. HU. fa. 495 (31), HTfaa 9-6-1995 

106. 

HT. HU. fa. 246 ( 31), Hrffar 17-6-1996 

93* 

HT. HU. fa. 496 (31), Hlfag 9-6-1995 

107. 

HI. HU. fa. 282 (31), cfafar 16-7-1996 

94. 

HT. HU. fa. 493 ( 30, rfafar 9-6-1995 

108. 

HT. HU. fa. 283 (31), cfafaf 16-7-1996 (^fcUH) 

95. 

HT. HIT. fa. 553 (31), Hlfttsf 20-7-1995 

109. 

HI. HU. fa. 284 (31), HKfaf 16-7-1996 (^f&UU) 



110 . 

HT. HU. fa. 285 (31), ifafar 16-7-1996 


MINISTRY OF HEALTH AND 

FAMILY WELFARE 


(Department of Health) 

NOTIFICATION 

New Delhi, the 4th December, 1996 

G. S. R, 552(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945 was pub¬ 
lished, as required by Sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), in the Gazette ot India, Extraor¬ 
dinary, Part II, Section 3, Sub-section (i) dated the 9th August, 1994 by the notification of the Government of India in the 
Ministry of Health and Family Welfare (Department of Health) number G. S. R. 616(E), dated the 9th August, 1994, inviting 
objections and suggestions from all persons likely to be affected thereby, before the expiry of sixty days from the date on which 
the copies of the Official Gazette containing the said notification were made available to the public; 

And whereas copies of the said Gazette were made available to the public on 8-11-1994; 

And whereas the objections and suggestions received from the public on the said draft rules have been considered by 
the Central Government; 

Now, therefore, in exercise of the powers conferred by Sections 12 and 33 of the said Drugs and Cosmetics Act, the 
Central Government, after consultation with the Drugs Technical Advisory Board, makes the following rules further to amend 
the Drugs and Cosmetics Rules, 1945, namely 

1. (1) These rules may be called the Drugs and Cosmetics (9th Amendment) Rules, 1996, 

(2) They shall come into force on the date of their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, in rule 49, after proviso, the following proviso shall be added, namely :— 

"Provided further that the requirement as to the academic qualification shall not apply to persons appointed as Inspec¬ 
tors on or before the 18th day of October, 1993." 


[No. X - 11014/4/94-DMS & PFA] 
RENU SAHN1 DHAR, Jt. Secy, 

Note ; The Drugs and Cosmetics Rules, 1945 as amended up to 1-5-1979 is contained in the publication of the Ministry 
of Health and Family Welfare (Department of Health) containing the Drugs and Cosmetics Act and the Rules (PDGHS-61). 
Subsequently the said rules have been amended by the following notifications published in Part II, Section 3, Sub-section (i) of 
the Gazette of India, namely :— 
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1. G.S.R. 1241 dated <>-10-1979 

2. G.S.R. 1242 dated 6-10-197* 

3. G.S.R 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R. 430 dated 19-4-1980 

6. G.S.R. 779 dated 26-7-1980 

7. G.S.R. 540(E) dated 22-9-1980 

8. G.S.R. 680(E) dated 5-12-1980 

9. G.S.R. 681(E) dated 5-12-1980 

10. G.S.R. 682(E) dated 5-12-1980 

11. G.S.R. 27(E) dated 17-1-1981 

12. G.S.R. 478(E) dated 6-8-1981 

13. G.S.R. 62(E) dated 5-2-1982 

14. G.S.R. 462(E) dated 22-6-1982 

15. G.S.R: 510(E) dated 26-7-1982 

16. G.S.R. 13 (E) dated 7-1-1983 

17. G.S.R, 318(E) dated 1-5-1984 

18. G.S.R. 331 (E) dated 8-5-198* 

19. G.S.R. 460(E) dated 20-6-1984 

20. G.S.R. 487(E) dated 2-7-1984 

21. G.S.R. 89(E) dated 16-2-1985 

22. G.S.R. 788(E) dated 10-10-1985 

23. G.S.R. 17(E) dated 7-1-1986 

24. G.S.R. 1049 (E)dated 29-8-1986 

25. G.S.R. 1060(E)-dated 5-9-1986 

26. G.S.R. 1115(Existed 

27. G.S.R. 71 (E) dated 30-1-1987 

28. G.S.R. 570(E) dated 12-6-1987 

29. G.S.R. 626(E) dated 2-7-1987 

30. G.S.R. 792(E) dated 17-9-1987 

31. G.SJL 371 (E)-dated 24-3-1988 

32. G.S.R. 675^4^372^-1988 

33. G.S.R. 676 (£> dated 2-6-1988 

34. G.S.R. 677(E) dated 2-6-1988 

35. G.S.R. 681 (E) dated 6-6-1988 

36. G.S.R. 735 (E) dated 24-6-1988 

37. G.S.R. 813 (E) dated 27-7-1988 

38. G.S.R, 944(E) dated 21-9-1988 (Corrigendum) 

39. G.S.R. 43(E) dated 20-1-1989 (Corrigendum) 

40. G.S.R. 44 (E) 'dated 20-1-1989 (Corrigendum) 

41. G.S.R. 100 (E) dated 14-2-1989(Corrigendum) 

42. G.S.R. 443 (E) dated 12-4-1989 

43. G.S.R. 588 (E) dated 12-4-1989 (Corrigendum) 

44. G.S.R. 691(E) dated 11-7-1989 

45. G.S.R. 784(E) dated 28-8-1989 

46. <ES,R. 46.(E) dated 40-1-1990 

47. G;S.R. 731(33) dated 23-8-1990 
-48. GJ&.R. 865(E) dated 25-WMW90 

49. G.S.R. 11(E) dated 4M 1-1991 

50. G.S.R. 223 (E) dated 19-4-1991 

51. G.S.R. 246 (E) dated 1-5-1991 

52. G.S.R. 301(E) dated 7-6-1991 

53. G.S.R. 302(E) dated 7-6-1991 

54. G.S.R. 491(E) dated 25-7-1991 

55. G.S:R. 495(E) dated 25-7-1991 


56. G.S.R. 532 (E) dated 14-8-1991 

57. G.S.R. 626 (E) dated 14-10-1991 

58. G.S.R. 668 (E) dated 7-11-1991 

59. G.S.R. 730(E) dated 10-12-1991 

60. G.S.R. 59(E) dated 22-1-1992 

61. G.S.R. 305 (E) dated 4-3-1992 (Corrigendum) 

62. G.S.R. 445(E) dated 30-4-1992 

63 G.S.R. 597 (E) dated 17-6-1992 

64. G.S.R. 663 (E) dated 3-7-1992 

65. G.S.R. 723 (E) dated 11-8-1992 

66. G.S.R. 796(E) dated 1-10-1992 

67. G.S.R. 877(E) dated 17-11-1992 

68. G.S.R, 904(E) dated 2-12-1992 

69. G.S.R, 923 (E) dated 14-12-1992 

70. G.S.R. 27(E) dated 22-1-1993 (Corrigendum) 

71. G.S.R. 28 (E) dated 22-1-1993 

72. G.S.R. 86 (E) dated 26-2-1993 

73. G.S.R. 296(E) dated 24-3-1993 

74. G.S.R. 373 (E) dated 13-4-1993 (Corrigendum) 

75. G.S.R. 374(E) dated 13-4-1993-(Gwrigendam) 

76. G.S.R. 447(E) dated 10-6-1993 (Cmrigendum) 

77. G.S.R. 658 (E) dated-49-10-1993 

78. G.S.R. 673 (E) dated 27-10-1993 

79. G.SJl. 108(E) dated 22-2-1994 

80. G.S.R. 109(E) dated 22-2-1994 

81. G.S.R. 370 |E) dated 7-4-1994 

82. G.S.R. 466 (E) --dated 17-5-1994 

83. G.S.R. 615 (E) dated 9-8G994 

84. G.S.R. 659(E) dated 31-8-1994 

85. G.S.R. 676(E) dated 6-9-1994 

86. G.S.R. 811(E) dated 14-11-1994 

87. G.S.R. 812(E) dated 14-11-1994 

88. G.S.R. 850(E) dated 7-12-1994 

89. G.S.R. 55 (E) dated 7-2-1995 (Corrigendum) 

90. G.S.R. 59(E) dated 7-2-1995 

91. G.S.R. 93(E) dated 24-2-1995 

92. G.S.R. 495 (E) dated 9-6-1995 

93. G.S.R. 496(E) dated 9-6-1995 

94. G.S.R. 493 (E) dated 9-6-1995 

95. G.S.R, 553 (E) dated 20-7-1995 

96. G.S.R. 554 (E) dated 20-7-1995 (Corrigendum) 

97. G.S.R. 697 (E) dated 26-10-1995 

98. G.S.R. 20(E) dated 11-1-1996 

99. G.S.R. 21(E) dated 11-1-1996 

100. G.S.R. 89(E) dated 14-2-1996 

-ilR/E) .dated 11 - 3-1996 

102. G.S.R, 122 (E) r xlKted 1 i-3-1996 (Corrigendmn) 
FG3. 1*4 (E) jdafied 12-4-1996 (Corrigendum) 

104. G.S.R. 231(E) dated 4-6-1996 

105. G.S.R. 245(E) dated 17-6-1996 

106. G.S.R. 246(E) dated 17-6-1996 

107. G.S.R. 282(E) dated 16-7-1996 

108. G.S.R. 283 (E) dated 16-7-1996 (Corrigendum) 

109. G.S.R. 284(E) dated 16-7-1996 (Corrigendum) 

110. G.S.R. 285 (E) dated 16-7-1996 
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